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Dear Mr. pohrd:

The following is submitted in response to ~A’s requestfor comments on their “Drafi Guidance
for the Content of PrernarketNotifications for MenstrualTampons” dated May 25, 1995.
Because this tampon guidance also is tieeted by *O other final guidance documents thathave
issued since 1995 (“Decid~ When to Submita 510(k) for a Change to an Existing Device”
dated Januzuy10,1997, krdnafier the “Device Modification Guidance,” and “The 51O@)
Paradigm, Alternate Approaches to DemonstratingSubstantialEquivalence in Premarket
Notification” dated March 20, 199% hereim@er the”5 10(k) Para@m Guidance”), we fkel it &
importantthatwe also address these guidances in our comments.

There have been a significant nurriberof improvementsin FDA procedures for submission and
review of 510(k) notifications in the last few years due to botb f- and informal guidance
provided by the Agency. This guidance has led to a much betterunderstandingof content
requirements, and, in many instancesover thepast few years, the FDA has been able to respond
to new submissions with a cleemwe notice in less then45 days. We believe this time frame is
not umeasonablc for a lhorou@ retiew-

In general, we believe thatthe Agency’s May 25,1995 draftguidance document includes
appropriate 510(k) data and informationrequirementsfor 510(k)s to mpport changes to existing
tampons and to provide for new product information. Tim draft guidance appropriately requires a
complete description of the tampoq its physical properties,absorbency, material Mormation
such es clxnnical composition of additivesor ftishing materialsetc. In additio~ the document
provides for safety testing guidelines = maybe appropriateto establish the safe~yof the
proposed changes or new materials. The microbiology testingcovrxs the essential details for
TSST-1 testing and efTectson the vaginal flora- The combination of setting testing standardsand
monitoring their outcomes has provided the key elementsfor maximum assurancefor safety and
effectiveness of tampons.

Our comments are intended to addresstwo sress. One, given thatmanufacturersnow have
various options as a result of FDA m-engineeringand otier initiatives,we request that the
Agency clarify in the tampon 510(k) guidance: (a) those changes that do not require a new
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51O(IC);(b) those changes thatrequireanew 51O(H but which are appropriatefor a Special
510(k); and (c) those changes thatshould proceed througha traditionalor abbreviated 510(k)
process. Two, we have recommended certainminor revisions to ihe technical content
requirements (which we have set forth in Section B. below).

A. Clarification of Submission Type for Certain Tampon Changes

In the draft M~y 25, 1995 tampon guidance,the FDA provided certain limited guidance
on those “Changes Requiringa510(k) Submission” and those “Changes Not Requiring a
510(k) Submission.” While the list of changes provided in the draftunder each cmegmy
was not intended to be exhaustive, it provided at least some usefid guidance to industry.
N noted above, since the draft 1995 guidanec issu~ the Device Modification Guidance
referred to in thatdraft has issued in final, andthe FDA has issued its 51O(IC)Paradigm
Guidance, which provides for two other types of 510(k)s: Special 510(lc)s and
Abbreviated 51O(QS. Accordingly, because theAgency now is preparing to update and
revise its draft 1995 tampon guidance, we stronglyrecommend that tie new tampon
guidance address the final Device Modification and 510(k) Paradigm Guidance.

In Playtex’s ticw, these guidances have created some confusion for tampon
manu.fachmm regardingwh~t?ype of 51O(Q submissiorqif any, should be prepared for a
particular type of tampon modification. SpecMcally, fix tampons, it is unclear how to
distinguish: (1) those types of changes thatdo not require a new 510(lc) fioxn those that
are appropriate fm a Speeial 510(k); and (2) those changes thatare appropriate for a
Special 510(k) from those thatrequirea traditiord or abbreviated 510(k). With respect
to the fust categow, for example, the Device Modi.lication Guidance states that a 510(k)
is not required for a materialschange, if additionalbiocompatibili~ testing (as specified
in 1S0 10993-1) is not required“to assurethata patientwould not elicit an undesirable
response”. The Special 510(k) guidance, however, suggeststhat a Special 510(k) would
be appropriate for a change in materialthathas been used in other similar legally
marketed devices @, where additionalbiocompatibility testing is not likely required).

Further,the existing overlap belxvecnthe Specisl 510(k) andDeviec Modification Guklance may
ease manufacturersto fde Special 5 10(k)s as a form of regulatoryprecautio~ when, in fw~ no
510(k) is required, Both processes requireuse of design controls, including design verifkation
and validation, to demonstratethatacceptance criteriaaremet. Consequently, because a Special
510(k) requires only limited additionaldocumentationeffo~ andreduces the regulatory ri~ itis
possibIe thattampon manufacturersincreasinglywill choose to file a Special 510(k) ratherthan
document a ‘hm-510(k)” decisiom potentiallyresultingin a large number of Speeial 51O(Q
submissions to the Agency requiringshortturn-eroundreview. In Playtex’s view, cltilcation of
the ~es of tsmpon modifications appropriatefor Specisl 510(k) review would seine to avoid
this potential re!n.llt.
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It is slso important that the tampon guidance cki~those types of changes that are not
appropriate for the Special 51O(IC)process, andrequirea traditionalor abbreviated51O(Q. The
510(k) Paradigm Guidance simply staresthatSpecial 51O(k)sarenot appropriate for
motivations that affect the int.tmdeduse of the ddce or thathave the potential to alterthe
fundamental scientic t=hnology of the device. For tampons, it is unclcaTwhat constitutes the
‘%mdarnental scientific technology~ In Playtex’s view, ti types of design and material
changes are rmt appropriate for Special S10(k) review. Although ~A may not consider these to
be “fimdarnental scientic technology” changesto thedevice, they constitute significant changes
thatcould potentially affect the performance of the product.

B. Speeific Recommendations Regarding Draft 1995 Tampon 510(k) Guidmnce
Requirements

Set forth below are specific recommended revisions to certain sections of the draft 1995
tampon guidance:

r 1. Device Materials (Section V.A.3.a.) — We recommend thatcomplete chemical
and physical specifications only be requiredfor new materials, and thatexisting
materiels simply be listed.

2. Dioxin (Section V.A.3.b.) — We recommend thatthis section be revised as
follows:

Provide assuram=thatall tampon pulp-based absorbent materiels thatare
subject to bleaching arederived from Elemental Chlorine-Free (ECF) or
Totally Chlorine-Free(TCF) processes. .

3. Chemical Composition (Section V.A.3.C.) — We recommend thatthis section be
revised as fbllows:

Provide detailedchemical compositio~ chemical specifications, and
quantity(in rangeshnpon) of finishing andor anti-ticking agents.

4. Tcmici~ (Section V.A.4.b.) -- We recommend the following revision:

Provide tox.ici~ information on anynew additives, such as complete
f+agranceformulations or deodorant formulations used in the rnenstrwd
tampon ~ it should not be necessaryto evaluateeach @ence
ingredient).

5. Clinical Testing (Section V.A.S.) -We recommend thatthe second paragraphof
this subsection be revised as follows:
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Colposcopic exernsneed not be an absolute requiremen~ but ratherbe
employd only as deemed necessaryby a qualifd Principle Iiwestigator,
where, in theInvestigator’s opiniorq the changes being evaluated could
present significant safew issues thatcould be addressed by colposeope,
end are appropriateto the studydesign and objectives. Further,
colposcopic examinationmaybe conducted by a qualified heelth cam
professional.

In Playtex’s view, the reference to WHO guidance on conducting peItic examinations
should be deleted. This protocol generallyis not considered the stsndard fm such
examinations by U.S. medical practitionersand is not generallyutilized in the U.S,
Attached for your consideration are comments from Mary JaneMinkin M.D., Clinicai
Professor, Depatment of Obstetricsand Gynecology, Yale University School of
Medicine. Ih Minki.nprovides bight on the p~ses for ~Mch *e ~lposcope is wed
by practicing gynecologists. She indicates it is primarilyused for diagnosing abnormal
pap smears.

In closing, I hope our comments are useful. If you have any questions, comments or require
fkther clarification or additional information please contact me direetly.

sincerely,

..4yjli?2!
Mark Rosengarten

cc: Dr. I. Butensky - Playtex Products, Inc.
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